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i BACKGROUND

In this submission the applicant. Sterilex Corporation, is requesting an amendment to the
label to add a claim against Zygosaccharomyces bailii, and to add dircctions for use against
Zvgosaccharomyces bailii.  The submitted study, MRID No. 465610-01 was conducted at AT
Labs which is located at 1285 Corporate Center Drive, Suite 110. Eagan. MN 55121, The studs
was completed on June 30, 2004, Sally Nada, B.S. is histed as the Study Director.

The test substance used in this study is Ultra-Kleen Solution 1. This product is
substantially similar to the proposed product, Ultra Disinfectant Cleaner Solution 1.

This data package contained a letter from the applicant, dated June 1. 2005, three copics
ol the study (MRID 465610-01, threc copies of the revised product label, and a revised data
matrix for each active ingredient.  Statement of No Data Confidentiality Claim for the study i..
also included.

1 USF DIRECTIONS

Sterilex Ultra Disinfectant Cleaner Solution | is onc part of a two-part product. It mus
be used in conjunction with Sterilex Ultra Activator Solution. When mixed with the activator
this product is a one-step, hospital disinlectant at a dilution of 12 fl. Oz, Per gallon. Bacteri lal
according to the current AOAC Use-Dilution Test Method modified in the presence 01’400 1n
hard water plus 3% organic serum.

‘The product is designed to be used on washable, hard, non-porous surfaces in hospitals,
mcdical and dental offices, nursing homes, health care facilities, ultrasonic baths, federally
inspected food processing facilities, federally inspected meat and poultry plants. wincries,
brewerics, dairy farms. swine farms, kennels, pet animal quarters, z00s, pet shops, animal
laboratorics, public restrooms, tood storage businesscs, restaurants, and schools.

Add 12.8 oz. of Sterilex Ultra Disinfectant Clcancr Solution 1 and 12.8 fl. oz. of Sterilex
Ultra Activator Solution to 1 gal. tap watcr in an appropriate plastic container and stir.
Thoroughly wet surfaces with the use solution by pouring, wiping, brushing, scr  bing,
sprayving, with a course trigger sprayer, sponging, using a c¢lcan in place system, pumping it
through the system, drawing it through the system or mopping. Allow surfaces to remain wet for
at least 10 minutes. Rinse all surfaces thoroughly with a potable water rinse.

11} AGENCY STANDARDS FOR PROPOSED CILAIMS
Supplemental Claims
An antimicrobial agent identified as a “one-step™ cleaner-disinfectant, cleaner-sani*-->r,

or one intended o be effective in the presence of organic soil must be tested for efficacy wi an
appropriate organic soil load such as 5 percent serum.







¥l CONCLUSIONS

1. Under the conditions of the study. in the presence of a 5% fetal bovine serum organic soil
load, Ultra-Kleen Solution 1, Lot 3A225 )and Solution 2 (I.ot 3A230), demonstrated elficacy
against Zvgosaccharomyces bailii.

2. Under the conditions of the study, in the presence of a 5% fetal bovine serum organic soil
load, Ultra-Kleen Solution 1 (I.ot CH2842200 and Solution 2 (Lot CH2842400). demonstrated
efticacy against Zvgosaccharomyces bailii.

VIl RECOMMENDATIONS

I. The label claims (as supported by MRID 465601-01) are acceptable regarding the use of the
product, Sterilex Ultra Disinfectant Cleaner Solution!, on washable, hard, non-porous surfaces
as a disinfectant against Zygosaccharomyces bailii with a contact time of 10 minutes.




